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6) ^ Claim(s) 1-57 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement 
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10)E<] The drawing(s) filed on 31 October 2003 is/are: a)[X] accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Claims 1-57 remain rejected under the same references disclosed in the Office 
Action mailed April 21 , 2005. The Examiner has given full consideration to the 
Applicant's response filed on October 21, 2005. However, Applicant's arguments are 
not persuasive and do not overcome the original rejection. 

Examiner has alleged a prima facie case of anticipation with respect to claims 1, 
7-10, 22, 28-31, 42-51, and 53 and Examiner cites Starkebaum (US 5,733,322, 
hereinafter "Starkebaum"). Further, claims 4, 6, 12, 25, 27, 33, and 56 remain 
unpatentable over Diethelm in view of Sundquist et al. (US 6,567,704, hereinafter 
"Sundquist"). 

Examiner has cited areas of Starkebaum, which disclose a neurostimulation lead 
having a fixation mechanism including one or more expandable wire-like elements, 
mounted to the lead body at a position between one of the electrodes and the proximal 
end of the lead body (see col. 1, 55-65, Starkebaum). 

Examiner has pointed to the specific sites in Starkebaum and Sundquist et al. 
(US 6,567,704 B2, hereinafter "Sundquist") that they be combined in the manner 
suggested. With this suggestion, it would have been obvious to one of ordinary skill in 
the art to combine the teachings of Starkebaum with the considered resilient material 
teaching found in Sundquist for the purpose of configuring the expandable wire-like 
elements in a substantial helical shape (see col. 8, In. 37-40, Sundquist). Also, the 
examiner has given full support to combine the teachings of Starkebaum with the ring 



Application/Control Number: 10/698,291 Page 3 

Art Unit: 3762 

configuration of Barreras (US 6,192,279 B1, hereinafter "Barreras") for the purpose of 
retaining ends of the wire like elements. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 7-10, 22, 28-31, 42-51, and 53 stand rejected under 35 U.S.C. §1 02(b) 
as being anticipated by Starkebaum. Starkebaum is considered to disclose: 

a neurostimulation lead comprising a lead body having a proximal end and a 
distal end; one or more stimulation electrodes disposed adjacent to the distal end of the 
lad body {see col. 3, In. 40-47 and fig. 8, Starkebaum). The disclosed neurological 
epidural lead is considered to anticipate the claimed neurostimulation lead because 
both structures have a proximal and distal end with a series of electrodes attached near 
the distal end, which make it feasible to deliver neurostimulation therapy to patients to 
treat a variety of symptoms and conditions; 

a fixation mechanism mounted to the lead body at a position between one of the 
electrodes and the proximal end of the lead body (see col. 1 , In. 64 - col. 2, In. 5, 
Starkebaum). The disclosed protruding structure is considered to anticipate the claimed 
fixation mechanism because both provide effective fixation of the implantable lead and 
avoid lead migration. 
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With reference to claim 22, Starkebaum is considered to disclose the elements 
as discussed above including: 

an implantable neurostimulation pulse generator {see col. 4, In. 1-5, 
Starkebaum). The disclosed IPG device is considered to anticipate the claimed pulse 
generator because both deliver therapy according to selected stimulation parameters; 

an electrical conductor to electrically couple the implantable neurostimulation 
energy generator to a number of the electrodes (see col. 1 , In. 15-25, Starkebaum). 
This prior art reference anticipates the claimed electrical conductor because 
Starkebaum teaches the application of electrical potential between pairs of electrodes 
through wires, which enables the coupling of the neurostimulation energy as, claimed. 

With reference to claims 7, 9, 10, 30, 31, 42-51, Starkebaum is considered to 
disclose the method of inserting a lead introducer into a patient, inserting a lead into the 
patient via the introducer, and removing a restrain mechanism (see col. 6, In. 50 - col. 
7, In. 15, Starkebaum). According to this prior art, the needle is removed leaving the 
lead in place (see col. 4, In. 45-50, Starkebaum). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 4, 6, 12, 25, 27, 33, and 56 stand rejected under 35 U.S.C. 103(a) as 

being unpatentable over Starkebaum in view of Sundquist. Starkebaum is considered 
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to disclose the claimed invention as discussed above, under the anticipatory rejection, 
except for the claimed shape memory alloy. However, Sundquist teaches this claimed 
shape memory alloy (see col. 8, In. 37-40, Sundquist). It would have been obvious to 
one of ordinary skill in the art to combine the teachings of Starkebaum with the 
considered resilient material teaching found in Sundquist for the purpose of configuring 
the expandable wire-like elements in a substantial helical shape or other shape. 

Also, claims 2, 3, 5, 11, 23, 24, 26, 32, 52, 54, 55, 57 stand rejected under 35 
U.S.C. 103(a) as being unpatentable over Starkebaum in view of Sundquist. 
Starkebaum is considered to disclose the claimed invention as discussed above, under 
the anticipatory rejection, except for the claimed elastic material. However Sundquist is 
considered to disclose this claimed elastic material (see col. 5, In. 15-20, Sundquist). It 
would have been obvious to one of ordinary skill in the art to combine the teachings of 
Starkebaum with the flexible material of Sundquist for the purpose of fixating the lad 
within a tissue site. 

Claims 13-19, 21, and 34-40 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Starkebaum in view of Barreras. The Starkebaum reference 
discloses the claimed invention as discussed above, under the anticipatory reference, 
except for the claimed rings. Barreras teaches this ring configuration (see col. 2, In. 35- 
50, Barreras). It would have been obvious to one of ordinary skill in the art to combine 
the teachings of Starkebaum with those of Barreras for the purpose of retaining ends of 
the wire like elements. 
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Claims 20 and 41 stand rejected under 35 U.S.C. 103(a) as being unpatentable 
over Starkebaum in view of Racz et al. (US 6,146,380, hereinafter "Racz"). Starkebaum 
discloses the claimed invention as discussed above, under the anticipatory rejection, 
except for the claimed fluoroscopic imaging. Racz is considered to disclose this 
claimed fluoroscopic imaging (see col. 4, In. 45-50, Racz). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dana D. Greene whose telephone number is (571) 272- 
7138. The examiner can normally be reached on M-F 9-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Dana D. Greene 




